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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 1 1/13/2008 has been entered. 

Receipt is acknowledged of an amendment, filed 1 1/13/2008, in which claims 2 and 6 
were canceled, claim 1 was amended, and claim 13 was newly added. Claims 1, 7, 8, 12 and 13 
are pending. 

Any objection or rejection of record in the previous office actions not addressed herein is 
withdrawn. 

Election/Restrictions 

Applicant's election without traverse of Group I in the reply filed on 8/2/2007 is 
acknowledged. 

Claims 7, 8 and 12 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 8/2/2007. 

Claims 1 and 13 are under consideration. 
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Response to Amendment - Declaration of Kazuya Yamada 
The declaration under 37 CFR 1.132 filed 3/17/2008 is sufficient to overcome the 

rejection of claim 1 based upon insufficiency of disclosure under 35 U.S.C. 1 12, first paragraph 

as set forth in the last Office action. 

The declaration provides evidence that the sequence of SEQ ID NO: 1 can repress 

transcription from the rat the rat PKM and HKII promoters in cells co-transfected with NF-Y 

protein. 

This evidence has been reconsidered in light of the amendments to the claims in the reply 
filed 1 1/13/2008 and the evidence on the record as a whole. Furthermore, Yamada et al 
(Frontiers in Bioscience, Vol. 14, pages 3724-3732, January 2009) provide evidence that the 
expression of ZHX3 is decreased in hepatoma cells of rat, and evidence that ZHX3 is capable of 
repressing the transcription of type II hexokinase and pyruvate kinase M genes in rat hepatoma 
cells. 

Response to Arguments - 35 USC § 112 

The rejection of claims 2 and 6 under 35 U.S.C. 1 12, first paragraph (enablement), is 
moot in view of Applicant's cancellation of the claims in the reply filed 1 1/13/2008. 

Applicant's arguments, see pages 5-6, filed 1 1/13/2008, with respect to the rejection of 
claim 1 under 35 U.S.C. 1 12, first paragraph (enablement), have been fully considered and are 
persuasive. The previous rejection of claim 1 has been withdrawn. 

The rejection of claims 2 and 6 under 35 U.S.C. 1 12, first paragraph (written description), 
is moot in view of Applicant's cancellation of the claims in the reply filed 1 1/13/2008. 
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Applicant's arguments, see pages 6-8, filed 1 1/13/2008, with respect to the rejection of 
claim 1 under 35 U.S.C. 1 12, first paragraph (written description), have been fully considered 
and are persuasive. The previous rejection of claim 1 has been withdrawn. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the in\ untie in was patented or described in a primed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim lis rejected under 35 U.S.C. 102(b) as being anticipated by Ishikawa et al (DNA 
Research, Vol. 4, No. 5, pages 307-313, 1997; see the entire reference), as evidenced by 
GenBank Accession No. BAA23691.2 (GI: 20521029, May 2002; see the entire reference). This 
is a new rejection. 

Ishikawa et al teach a protein of 459 amino acids encoded by cDNA clone KIAA0395 
(e.g., Table 1). 

GenBank Accession No. BAA23691 is cited only to show the amino acid sequence of the 
KIAA0395 protein taught by Ishikawa et al. The sequence of KIAA0395 is 100% identical to 
amino acids 242-502 of instant SEQ ID NO: 1 and is more than 85% identical to SEQ ID NO: 1 
(878/956 amino acids or 92% identical to SEQ ID NO: 1; see the attached alignment in 
Appendix I). The high percent identity (99% identity to amino acids 78-956 of SEQ I DNO: 1) 
indicates that the KIAA0395 protein would have the same function as instant SEQ ID NO: 1, 
such as the repression of type II hexokinase and pyruvate kinase M gene expression. 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Tang et 
al (WO 01/57190 A2, cited in a prior action; see the entire reference) in view of GenBank 
Accession No. BAA23691.2 (GI: 20521029, May 2002; see the entire reference). This is a new 
rejection. 

Tang et al teach that isolated polypeptides are separated from their natural source and 
contain, if anything, only a solvent, buffer, ion, or other component present in solution (e.g., 
page 11, lines 19-24). Tang et al teach an isolated polypeptide of SEQ ID NO: 1479 (e.g., page 
28, lines 9-1 1). Further, Tang et al teach that the sequence of disclosed polypeptides may be 
modified by substitution of a selected amino acid residue in the coding sequence (e.g., page 31, 
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lines 1-9). Moreover, Tang et al teach that methods of determining the identity and/or similarity 
of two polypeptides are known in the art (e.g., page 33, lines 1-15). Tang et al teach that 
guidance in determining which amino acid residues may be replaced, added or deleted without 
abolishing activities of interest may be found by comparing the sequence of the particular 
polypeptide with that of homologous peptides and minimizing the number of amino acid 
sequence changes made in regions of high homology or by replacing amino acids with a 
consensus sequence (e.g., page 10, lines 9-15). 

The amino acid sequence of SEQ ID NO: 1479 is 956 amino acids in length and 99.9% 
identical to the amino acid sequence of SEQ ID NO: 1 (see the attached alignment in Appendix 
II). The only difference between SEQ ID NO: 1479 of Tang et al and instant SEQ ID NO: 1 is 
that it contains an asparagine residue at position 310, rather than a serine residue. 

Tang et al do not teach a composition comprising a protein consisting of SEQ ID NO: 1, 
because position 3 10 is an asparagine residue. 

GenBank Accession No. BAA23691.2 teaches the amino acid sequence of the 
KIAA0395. 

It would have been within the skill of the art at the time the invention was made for the 
ordinary artisan to align the sequence of Tang et al with the sequence of GenBank Accession No. 
BAA23691.2. Sequence alignment is taught by Tang et al (e.g., page 31, lines 1-9). An 
alignment of the sequence of Tang et al and GenBank Accession No. BAA23691.2 is provided in 
Appendix III. Tang et al teach that it is within the skill of the art to make single amino acid 
substitutions based upon a sequence comparison with a homologous peptide. Because GenBank 
Accession No. BAA23691 .2 teaches a homologous peptide with a serine at position 3 10 of the 
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amino acid sequence of SEQ ID NO: 1479 of Tang et al, it would have been within the skill of 
the art at the time the invention was made to replace the asparagine at position 310 with a serine 
in order to achieve the predictable result of providing a functional protein by substituting one 
naturally occurring amino acid for another. 

Response to Arguments - 35 USC §102 

The rejection of claim 6 under 35 U.S.C. 102(b) as being anticipated by Tang et al is 
moot in view of Applicant's cancellation of the claim in the reply filed 1 1/13/2008. 

The rejection of claim 1 under 35 U.S.C. 102(b) as being anticipated by Tang et al has 
been withdrawn in view of Applicant's amendment to the claim in the reply filed 1 1/13/2008. 
Tang et al do not teach a protein that comprises amino acids 242-502 of SEQ ID NO: 1 . 

The rejection of claim 2 under 35 U.S.C. 102(e) as being anticipated by Isogai et al is 
moot in view of Applicant's cancellation of the claim in the reply filed 1 1/13/2008. 

The rejection of claim 1 under 35 U.S.C. 102(e) as being anticipated by Isogai et al has 
been withdrawn in view of Applicant's amendment to the claim in the reply filed 1 1/13/2008. 
Isogai et al do not teach a protein that comprises amino acids 242-502 of SEQ ID NO: 1 . 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Dunston whose telephone number is 571-272-2916. The 
examiner can normally be reached on M-F, 9 am to 5 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached at 571-272-095 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Jennifer Dunston, Ph.D. 

Examiner 

Art Unit 1636 

/JD/ 

/Celine X Qian / 

Primary Examiner, Art Unit 1636 



